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be classified as a set of guidelines that emphasize test ing methods heavily and that afford methods of inference only scant attention.
Recent efforts have dealt more directly with develop! guidelines for risk assessment of noncarcinogenic effect The Environmental Protection Agency  (EPA)  has proposed guidelines for chemical mutagenesis   (EPA,  1980a)   and has collected public comments on them,  but has yet to publis a final rule.    In addition,   the agency cosponsored two conferences with Oak Ridge National Laboratory on risk assessment methods for reproductive and teratogenic effects;   the proceedings of the conferences have been published   (ORNL/EPAr  1982) .    The Interagency Regulatory Liaison Group began to develop guidelines for risk assessment of reproductive and teratogenic effects, but the effort ceased with the disbanding of the group in 1981.    The March of Dimes Birth Defects Foundation  (1981 has published the proceedings of a conference dealing with guidelines for studies of human populations exposed to mutagenic and reproductive hazards.    Despite the increasing interest in noncarcinogenic effects, methods of estimating the risk of these effects have not been th subject of major public and scientific debate;   attention has been devoted mainly to carcinogenic risk assessment. Much more critical review of the inferential methods for assigning risks to noncarcinogenic agents is warranted.
GUIDELINES FOR CARCINOGENIC RISK
Until the late 1950s,  few agents,  either chemical or physical, had been regulated in this country on the basi of their carcinogenic action.    One important regulated agent was ionizing radiation.    Permissible exposures to radiation were set in a manner similar to that for noncai cinogenic agents, by application of safety factors appli< to specified exposures.    In the debate over health effect of radioactive fallout from atomic weapons tests  in the 1950s, evidence to support a nonthreshold theory for cancer induction emerged.    Evidence was also accumulated to indicate that the nonthreshold theory might be applicable to chemical carcinogens.    It was  in this context tftat Congress enacted statutes*  in the 1950s and early
*Tfae enactment of these statutes did not necessarily
a unique new concept to FDA.     in the early 1950s,